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510(k) SUMMARY
Titan Spine's Endoskeletono TAS

Date: May 28, 2010
Contact: Kevin Gemas Titan Spine, LLC

President Mequon Research Center
866-822-7800 6140 Executive Dr., Suite A

Mequon, WI 53092
Trade Name: EndloskeletonO TAS
Product Class: Class 11
Classification: 21 CFR §888.3080 Orthosis, intervertebral body fusion device
Product Codes: OVD
Panel Code: 87

Name of Device and Name/Address of Sponsor

Titan Spine, LLC
Mequon Research Center
6140 W. Executive Drive, Suite A
Mequon, WI 53092

Common or Usual Name
Intervertebral body fusion device

Predicate Devices
The Endoskeletona TAS was shown to be substantially equivalent to legally marketed predicate
devices. The predicate devices are the Endloskeleton TA Interbody Fusion Device (K080615) and
the Stalif TT (K073109) and the BAK Lumbar device (P3950002).

Intended Use / Indications for Use
The Endoskeleton' TAS Interbody Fusion Device is indicated for use in skeletally mature
patients with Degenerative Disc Disease (DDD) at one or two contiguous levels from 12-Si.
ODD is defined as discogenic back pain with degeneration of the disc confirmed by patient
history and radiographic studies. Patients should have received 6 months of non-operative
treatment prior to treatment with the devices. The device may be used with supplemental
fixation. These ODD patients may also have up to Grade I spondylolisthesis or retrolisthesis at
the involved level(s). It is indicated to be use with autograft bone.

Technological Characteristics

The Endloskeletone TAS is comprised of a variety of implant sizes to accommodate various
patients' anatomy and pathology, and includes associated instrumentation. All implantable
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Re: K 1116326
Tladl/Device Namtte: l ndicoskeletono -FA S
ReguLlation INumber: 21 CFI 888.3080
Re(altion NameI: Intervertebral body' fusion device
Rean 11lOrv Class: Class 11
Produtct Code: OV D
Dated: Augu)Lst 24, 2011
Received: Aurzust 25. 2Q11

Dear Dr. .1lrserl:

\We have rev ie ec vo ur Section 5I10(k) piem arlct notl'icTat ionl of intent to moarket thie devi cc
reCfereiiced Llbove and have dcI trmi ned thle CleViC cc iubstantially eq iva lt (forI thie inidications
for1 Use stated inl thle enlosure) to legally marketed prediicate devices marketed inl interstate
commerce prior to M\,ay, 28, I1976, the enactment date of the M~edical De vice Amend mentis, or to
devices that have been reel ass i Fed inl accordance wvith the provi sio0ns of thie Federal Food. Druge.
aind Cosmetic Act (Act) that do not reqirie approval of a lpremarlet approval application (PNI\4A).
You r1wv. there fore. market the device, subject to the general controls provisions of the Act. The
Oer cleral controls provisions of the Act include requirements obr alnual registration, listing" OF
deviCcs, good mIanulfacturlinlg practice, labeling, aind prohibitions against misbranding and
adulteration. Please no0te: CD)RH- does nlot evaIlate inlform1ationl related to conltract lialbility
warrtr is. \WCre ICli ld \'0LI: however, that (device labeli ng must be trthfult~l and( no0t mislead i a.

If 1'\tr. device is classi Fred (see above) into either class 1I (Special Controls) or class Ill (PM/A), it
May be su~bjct to additional controls. E'xisting major regulations affecting oLt deCvice canl be
fo tr111 inl thle Code o f Federial RegUlatio ns. TitIc 21I Parts 800 to 898. Inl addition. FIDA may
publish furtlher arino ir neemen tIs con1cern inf a our1 device inl thle Federal ReCL'ster.

['lease be ad vised that FDA's issuance of a substantial eq1_ri valnce determinatron does nlot mleanl
thatI FDA has made a decter minationl that \1otrr device compl1)ies with other reqUirerrents ofl th Act
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or any Feerl statutes and regulatins adliniiscied by other Federal agencies. Y'ou mutis
comply with all the Act reuirments. including. btit not limited to: registration and listing (21
CFR Pil 807); labeling (21 CF-R Pa rt 801 ); inedi cal device reportin (ieporting of medical
device-relatedI adiverse events) (2 1 CFt 803); gOOd man~tifating pr1actice reqirement1Hs aIs Set
forth in the qiuality systems (QS) regulaton (2 1 CION 'c2 5% and if applicubic. the electronic
p 0CI Lict lad iati on control p~rovxis ions (Sections 53 1-542 of the Acet); :21 CFR 1 I000-1I050.

If you des i i spec ifi c advice for y'our device on our labeling regulation (2 I CF R Part SD0 I p lease
gc) to 1tp/wx~d~o/buFACnes VesCRI/Gl1<70i csiia115809.1r h tin o
the Center for Devics and Radiological H-ealth's (CD)RlI-s) Mfte of Compliance. Also, please
note thie ieculatlionl entitled. ''i/lisbraindinu by reference to premirket noti ficatin'' (2 1 CFR Par-t
807.97). Foi questions regarclinc the reporting of adverse Ceets tHinder the !\I DR. regulation (2 1
CFR Part S03) please go to

o'l SuveilIlnce and lBiomntrics/I~iViSion Of l'(oStinar'ket Stial ace1C.

Yoti may obtain othler general information Onl yoir responsibilities Lindler the Act from the
D~ivision of Smuall IManufacturers. fInternatil and Consmmncir Assistance at its toll-fl-eC num1ber
(800) 638-204 1 or (301) 796-7100 or at its Internet address

Ni ark N. NMle kecisoin
Dir-ector
Division of StiCal. 0 rthoped Ci c
and Restora Ii e Devices

Office of Decvice E-valuation
Center for Devices and
Rai oIogi cat He[I al th
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Indications for Use Statement

510(k) Number (if known): K4 1 f1 L 2Jc
Device Name: Endloskeleton TAS

Indications for Use:

The EndloskeletonO TAS Interbody Fusion Device is indicated for use in skeletally mature

patients with Degenerative Disc Disease (DDD) at one or two contiguous levels from L2-51.
DDID is defined as discogenic back pain with degeneration of the disc confirmed by patient

history and radiographic studies. Patients should have received 6 months of non-operative

treatment prior to treatment with the devices. The device is a standalone system intended to

be used with the bone screws provided and requires no additional supplementary fixation.
These DDD patients may also have up to Grade I spondylolisthesis or retrolisthesis at the
involved level(s). It is indicated to be use with autograft bone.

Prescription Use _V_AND/O Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

and Restorative Devices

5 10(k) Number 1( 1116 7.(


